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DETAILED ACTION 
Drawings 

1 . The drawings are objected to under 37 CFR 1 .83(a). Tine drawings must slnow 
every feature of the invention specified in the claims. Therefore, the blocl<ing 
mechanism breaking the needle body must be shown or the feature(s) canceled from 
the claim(s). No new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should Include all of the figures appearing on the Immediate 
prior version of the sheet, even if only one figure is being amended. The figure or figure 
number of an amended drawing should not be labeled as "amended." If a drawing figure 
is to be canceled, the appropriate figure must be removed from the replacement sheet, 
and where necessary, the remaining figures must be renumbered and appropriate 
changes made to the brief description of the several views of the drawings for 
consistency. Additional replacement sheets may be necessary to show the renumbering 
of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled In the top margin as either "Replacement Sheet" or "New 
Sheet" pursuant to 37 CFR 1.121 (d). If the changes are not accepted by the examiner, 
the applicant will be notified and informed of any required corrective action In the next 
Office action. The objection to the drawings will not be held in abeyance. 
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Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification sliall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 7, 9, 13, 16, and 21-39 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

Claims 13, 21, 35, and 38 recite wherein the needle housing "changes shape" or 
is "enlarge[d]" to prevent re-use of the needle. However, it appears as though the 
housing comprises a fixed shape and the holding elements changes position to activate 
the blocking mechanism and prevent reuse of the needle. For instance, Figures 1b and 
Id show the proximal end of the needle body (6) moving distally so that the needle tip 
pierces a patient. After the lancing operation has been carried out, the proximal end of 
the needle body is prevented from moving to its initial proximal position due to the 
interaction of lugs (12) with recess (13) of the housing (see paragraph [0045] of the 
amended specification). Therefore, the lancet is no longer able to be activated. As 
shown in Figure Id, in this position, the holding element (lug 12) has moved in position 
so that it now sticks out from the needle housing (2a), but the outer housing has not 
moved in position. Similarly, the housing in Figure 7 also does not change shape since 
the elastic arms (30) move position to prevent reuse of the lancet. Therefore, the 
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instant specification and Figures do not support tlie needle liousing as actually 
changing shape or enlarging in shape. Claims 22-34, 36-37, and 39 are dependent on 
claims 21 , 35, and 38 and therefore are also not supported by the instant disclosure. 

Claims 7 and 9 recite wherein the blocking mechanism is actuated either when 
the lancet system is removed from the lancing housing or during a lancing operation. 
However, the species currently claimed. Figure 7, only recites when the blocking 
mechanism is actuated when the lancet system is inserted into the lancing aid (see 
paragraph [0060]). Therefore, claims 7 and 9 also are not supported by the instant 
specification. 

Claim 16 recites wherein the blocking mechanism "destroys" the holding element 
of the lancet system. However, the amended specification does not support this 
limitation. 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 1 2: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

5. Claims 1-20, 34, 40, and 41 rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

Claims 1, 12, and 34 recite wherein "the protective portion ... and the needle can 
be moved relative to one another" so that the needle moves relative to the protective 
portion and the protective portion moves relative to the needle. It is the Examiner's 
understanding that the "protective portion" refers to an elastomeric protection (4) so that 
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it is not clear as to how the protective portion can move relative to the needle. It is clear 
from the amended specification and Figures that that needle moves relative to the 
protective portion to pierce a patient. However, the protective portion appears to stay in 
place so that it does not move relative to the needle. Claims 2-11,1 3-20, 40, and 41 
are dependent on claims 1 and 12 and therefore are rendered indefinite. 

Although the instant amended specification also recites a "protective portion of 
the needle housing" (see for example paragraph [0045]), this component cannot be the 
claimed protective portion. The instant claims teach the protective portion as separate 
from the needle housing and therefore cannot be part of the needle housing (the claims 
two separate components not one as part of the other). Therefore, the claimed 
protective portion can only be the elastomeric protection (4). If this assessment is 
incorrect, clarification is required. 

Claim 10 recites wherein the protective portion of the needle housing is 
transferred to a first position. However, even if the protective portion is referring to the 
needle housing (2a), the needle housing does not appear to move in position. Instead, 
as shown in Figures 7a-7c, only the blocking mechanism (31) and the recesses (95) 
move in position. Therefore, the claimed protective portion is indefinite. 

In claim 21 there exists an inconsistency thus making the scope of the claim 
unclear. First Applicant recites "a needle housing configured for insertion into a lancing 
aid" with the lancing aid only being functionally recited. This indicates that the claim is 
directed to the subcombination, "a needle housing." However, Applicant later recites 
"the needle housing is removed from the lancing aid," thus indicating that the 
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combination (needle housing and lancing aid) is being claimed. As such, it is unclear 
whether Applicant intends to claim the subcombination or the combination. Applicant is 
hereby required to indicate to which, combination or subcombination, the claim is 
intended to be directed and amend the claim such that the language is consistent with 
this intent. Claims 22-33 are dependent on claim 21 and are therefore also rendered 
indefinite. 



Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

8. Claims 1, 3, 5-9, 11, 12, 17, 20, 40, and 41 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Schraga (US 2002/0077650 A1) in view of LeVaughn et al. 



(US 2005/0015020 Al). 
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With regard to claim 1, Scliraga et al. (hereinafter Schraga) discloses a lancing 
aid for producing an opening in the skin (see entire document). The lancing aid 
comprises a housing (20) having a holding element (24) (Figure 1). A lancet system 
(30) is disposed within the housing and comprises a holding element (52) (Figure 2). As 
shown in Figure 3, the housing holding element and the lancet system holding element 
interact when the lancet system is positioned in the housing. 

Schraga further discloses the lancing system as comprising a needle having a tip 
(24) and that is connected to a needle housing (32) (Figure 2). The needle is movably 
connected to the needle housing since the two components are able to move from a 
cocked orientation to a firing orientation (Figures 3, 4, and 6). During the firing process, 
the needle tip (34) emerges from an opening (22) in the housing to pierce a patient 
([0021]). 

After the firing process, the needle is prevented from firing again due to activation 
of a blocking mechanism ([0029]). Abutment (64) on the housing prevents the housing 
holding element (24) and the lancet holding element (52) from interacting (Figure 4). 
Without such an interaction between these two components, the lancet is unable to be 
re-fired. Therefore, the abutment on the housing clearly produces the claimed blocking 
element. 

However, Schraga does not disclose a protective portion. LeVaughn et al. 
(hereinafter LeVaughn) teaches that it is advantageous for a lancet system to comprise 
a protective portion. A sterility barrier over the needle tip helps to enclose the needle 
and therefore ensures the needles are safe and sterile ([0019]; [0106]). Since the 
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needle tips are able to penetrate through the barrier, it is able to be used with an 
additional needle cap ([0019]). Therefore, it would have been obvious at the time of the 
invention for the lancing aid of Schraga to further comprise a barrier. This would 
advantageously provide increased safety and sterility to the needle tip. 

The barrier, as disclosed by LeVaughn, clearly overlaps the Instantly claimed 
protective portion since it surrounds the needle tip in a first position (see Figure 4 of 
LeVaughn). When the lancet is activated, the needle tip penetrates through the barrier 
so that it extends from the barrier. Therefore, Schraga in view of LeVaughn overlap the 
instant claim. 

With regard to claim 3, the housing and lancet system of Schraga each have 
independently acting holding elements (24 and 52 respectively). 

With regard to claims 5 and 6, the blocking mechanism of Schraga prevents the 
needle from being propelled forward since the holding elements are spatially separated 
(Figure 4). 

With regard to claims 7 and 9, the blocking mechanism is actuated when the 
lancet system, specifically the needle tip, is removed from the housing during a lancing 
operation. The needle tip propelling forward to pierce a patient ultimately causes the 
blocking mechanism to prevent re-fire. 

With regard to claim 8, conversely the blocking mechanism is also actuated 
when the lancet system, specifically the needle tip, is inserted back into the housing. 
When the needle tip re-enters the housing, the abutment (64) prevents the holding 
elements from interacting (Figure 4). 
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With regard to claim 1 1 , tine first position of the barrier of LeVaughn, the 
protective portion, is its resting position since it does not move in position. 

With regard to claims 12 and 20, it is also the Examiner's position that shoulder 
element (62) overlaps the instantly claimed blocking mechanism ([0030]). As shown in 
Figure 4, this blocking mechanism is movable relative to the housing (20) and prevents 
the holding elements from interacting. This blocking mechanism "changes" the shape 
of the housing since it no longer allows holding element (52) to protrude from aperture 
(24), as shown in Figure 3. Therefore, the blocking mechanism changes the outer 
surface area of the lancing aid by reducing the outer surface area. 

With regard to claim 17, as shown in Figure 2 of Schraga, the needle housing 
comprises the needle housing holding element. 

With regard to claim 40, the blocking mechanism, once activated is covered by 
the housing (20) (Figure 4). 

With regard to claim 41, the holding element of the needle housing (52) is a 
flexible arm member (Figure 2). 

9. Claims 21-23, 25, and 29-32 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Schraga (US 5,797,942) in view of Looper (US 2003/01 14839 A1). 

With regard to claim 21, Schraga discloses a lancet system comprising a needle 
housing (10) that is configured for insertion into a lancing aid (110) (Figures 2 and 5A). 
A needle with a needle tip (61) is movably mounted to the needle housing (Figure 2; 
column 5, lines 15-20). The needle is movable from a first resting position in which the 
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needle housing partially surrounds the tip to a lancing position where the tip is exposed 
through opening (19) (column 5, lines 37-44). The needle then moves to a third 
position, as shown in Figure 5B, where the needle housing partially surrounds the tip 
again. This third position is maintained when the needle housing is removed from the 
lancing aid (column 9, lines 5-16). The needle is movable to and from the lancing 
position multiple times until a user activates the engagement means (30) that prevents 
re-use (column 9, lines 15-25). 

After a user is done with a specific needle, needle housing (10) is then removed 
from the lancing aid (column 9, lines 15-16). This needle is now deemed contaminated 
and should be properly disposed of (column 9, lines 26-30). However, Schraga does 
not specifically teach wherein the needle housing (10) is unable to be re-inserted into 
the lancing aid. 

Looper discloses a surgical device wherein a distal end effector is prevented 
from re-use (see entire document). The end effector includes a biopsy collector, which 
encompasses lancet devices, and is connected to the shaft of the surgical device 
through a frangible portion ([0014]; [0017]; [0040]). Once the distal end effector has 
been utilized and is contaminated, the frangible connection is distorted so that the 
connection between the surgical device and the end effector is prevented (Figures 2 
and 3). This assures that the end effector is used only once for safety ([0043]; [0047]). 

Schraga discloses a lancing device with a detachable end effector, the needle 
housing, that once used is contaminated and must be disposed of for safety issues. It is 
well known in the art to one of ordinary skill that contamination from a lancet can poses 
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a health hazard if not properly handled. Looper teaches an advantageous blocking 
method wherein the end effector is prevented from being used more than once so that a 
contaminated end effector is not re-used. Since Schraga is open to various 
modifications and Looper teaches an advantageous way to prevent a lancet needle 
from being used more than once, it would have been obvious to one of ordinary skill at 
the time of the invention for the needle housing of Schraga to comprise the blocking 
mechanism of Looper so that the needle housing of Schraga has a frangible connection 
with the lancing aid. 

With regard to claim 22, although Looper teaches the blocking mechanism 
actuated when the end effector is removed from the surgical device, Looper does not 
specifically disclose the actuation when the end effector is connected to the device or 
during the lancing operation. However, it would have been obvious to one of ordinary 
skill at the time of the invention for the blocking mechanism to be actuated when 
connected to the device or during the lancing operation. At the time the invention was 
made, it would have been an obvious matter of design choice to a person of ordinary 
skill in the art to modify when the frangible connection is broken because Applicant has 
not disclosed that actuating the actuation before, during, or after the lancing operation 
provides an advantage, is used for a particular purpose, or solves a stated problem. 
One of ordinary skill in the art, furthermore, would have expected Applicant's invention 
to perform equally well with the actuation when the lancet is removed because the 
connection is still broken to prevent re-use. 
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With regard to claim 23, tine needle housing (10) comprises hole (19) through 
which the needle tip (61) emerges in the lancing position (Figure 5A). Additionally, this 
hole is configured for alignment with a separate lancing aid (specifically, a separate 
lancing aid than that disclosed by Schraga). 

With regard to claims 25 and 29, Schraga in view of Looper disclose a lancing 
aid that is prevented against re-use. Looper teaches that it would have been obvious 
for the lancing aid of Schraga to comprise a frangible connection between the lancet 
system and lancing aid and produce a blocking mechanism. This blocking mechanism 
prevents a holding element of the lancing aid from interacting with a holding element of 
the needle housing. Therefore the needle housing would no longer able to connect with 
the lancing aid. The points at which the two components connect are independently the 
claimed holding elements. 

With regard to claim 30, Schraga discloses that the first position is the same as 
the resting position (column 5, lines 44-46). 

With regard to claims 31 and 32, since the lancet system of Schraga is able to 
move between a resting position and a lancing position until engagement means (30) is 
activated by the user (Figures 5A and 5B), the needle is therefore configured to move 
between these two positions multiple times after the needle body is inserted into the 
lancing aid. Furthermore, it is the examiner's position that the needle is also configured 
to move between the second resting position and the lancing position after the blocking 
mechanism is actuated. The blocking mechanism of Schraga in view of Looper only 
prevents a used lancet from being re-inserted into the lancing aid. It does not prevent a 
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lancing needle from firing into a patient. Although Schraga in view of Looper do not 
specifically teach re-using a needle before the lancet system is removed from the 
lancing aid, it is the examiner's position that Schraga in view of Looper is capable and 
configured to. 

Allowable Subject Matter 

1 0. Claims 2, 4, 1 0, 1 3-1 6, 1 8, 1 9, 24, 26-28, and 33-39 would be allowable if 
rewritten or amended to overcome the rejection(s) under 35 U.S.C. 112, 2nd paragraph, 
set forth in this Office action. 

Response to Arguments 

1 1 . Applicant's arguments filed 09/1 0/2008 with respect to claims 1 -41 have been 
considered but are moot in view of the new ground(s) of rejection. 

Conclusion 

1 1 . THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 



Application/Control Number: 10/806,483 Page 14 

Art Unit: 3731 

extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to AMY T. LANG whose telephone number is (571)272- 
9057. The examiner can normally be reached on M-F 8:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Anhtuan Nguyen can be reached on 571-272-4963. The fax phone number 

for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

04/07/2009 
/Amy T Lang/ 
Examiner, Art Unit 3731 



/Anhtuan T. Nguyen/ 

Supervisory Patent Examiner, Art Unit 3731 
4/9/09 



